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SBED Weekly Update 21-Aug-17

Dear,
SBED team is pleased to inform you that 52 new FSCA/recalls posted on SFDA website
(Please note: below list of FSCA/ recalls for the period of 8/14/2017 to 8/17/2017

In order to view more details, click the links and for ECRI alerts see the attachments

NOTE:

FSCA / Recalls are classified into three categories, representing the potential risk to
public health: Class | : High Risk, Class Il : Medium Risk and Class IlI: Low Risk.

FSN ( Field Safety Notice) : A communication to customers and/or users sent out by a
manufacturer or its representative in relation to a Field Safety Corrective Action

Active Implantable Devices

#  New Various S-ICD Systems 8/16/2017 Boston Scientific Ltd ~ MAAMOUN TAMER & Ct 2 A/Ca\
Anaesthetic and respiratory devices

#  New Breathing Sets with APL ~ 8/16/2017 Meditech Systems N/A 2 Attac
Valves hed 8

New Disposable Expandable 8/17/2017  Mediplas Respiratory N/A 2 https

Adult 22mmID Products Sdn Bhd //nc

Expandable Anaesthetic mdr.

Circuits sfda.

Assistive products for persons with disability

# Update Universal Arm Support 8/16/2017 umpf Medical Systems, In Medical regulations gate  FSN  ttache g

Dental devices


http://www.sfda.gov.sa
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=11430
http://Attached
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=11421
http://Attached
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[High Priority ] - A29032 : Meditech Systems—Breathing Sets with APL Valves: Valve May Be Faulty
Medical Device Ongoing Action

Published: Thursday, August 10, 2017
UMDNS Terms:
® Breathing Bags[10486]
® Breathing Circuits [15562]
® Breathing Circuits, Anesthesia[10139]

Product Identifier:

Product
}\-ngVglgg?goB;;g)gggu;gv'th 22B1822APL 1603050
24 Dol B2 CIeU Vi 11007657 s600146

Breathing Sets: Lot Nos.:

13 m Length Bain Circuit with  22B13022A

APL Valve and 2 L Bag PL 1603004

Mapleson C Adult Bagging 1603622, 1602959, 1603591
System with APL Valve and 2 M1047668 153050 ' )

L Bag

[Consumable]
Geographic Regions: O(Impact in additional regions has not been identified or ruled out at the time of this posting), U.K.
Manufacturer(s): Meditech Systems LtdShrublands Estate, Shaftesbury SP7 9PT, England

Suggested Distribution: Anesthesia, Critical Care, Emergency/Outpatient Services, OR/Surgery, Pulmonology/Respiratory Therapy,
EM S/Transport, Materials Management

Problem:

OInaduly 24, 2017, Urgent Field Safety Notice letter posted by the U.K. Medicines and Healthcare Products Regulatory Agency (MHRA), Meditech
Systems states that the operation of the adjustability of the APL valve of the above breathing sets may be faulty. The manufacturer has not confirmed the
information provided in the source material .

Action Needed:

Oldentify and isolate any affected product in your inventory. If you have affected product, verify that you have received the July 24, 2017, Urgent Field
Safety Notice letter from Meditech Systems. Confirm receipt of the initial July 12, 2017, e-mail notice. Notify all relevant personnel at your facility of the
information in the letter, and forward a copy of the letter to any facility to which you have further distributed affected product. Sign and return the letter
to Meditech Systems to confirm that the product is ready for return.

For Further Information:

Meditech Systems

Website: Click here

References:

e Great Britain. Medicines and Healthcare Products Regulatory Agency. Meditech Systems: Meditech Systems Ltd—adult APL valve
[online]. London: Department of Health; 2017 Jul 31 [cited 2017 Aug 1]. (Field safety notice; reference no. 2017/007/024/601/005).
Available from Internet: Click here.

Comments:

e [Thisdertisaliving document and may be updated when ECRI Institute receives additional information. In circumstances in which we
determine that it is appropriate for customers to repeat their review of an issue (e.g., when additional affected product has been identified),
we will post a separate update alert. In other cases, we may add information, such as additional commentary, recommendations, and/or
source documents, to the original alert. For additional information regarding the format of this alert, refer to our HDA Format Guide .

Source(s):

e 2017 Aug 1. MHRA FSN. 2017/007/024/601/005 Download
e 2017 Aug 1. MHRA FSN. Meditech FSCA No. FSN-01-2017 Download

©2017 ECRI Ingtitute
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http://electrosurgery.co.uk/

https://www.gov.uk/drug-device-alerts/field-safety-notice-24-to-28-july-2017

https://www.gov.uk/drug-device-alerts/field-safety-notice-24-to-28-july-2017

www.ecri.org/Components/AlertsTrackerHelp/Documents/HDA%20Format%20Guide_July%202011.pdf

www.ecri.org/Components/AlertsTrackerHelp/Documents/HDA%20Format%20Guide_July%202011.pdf

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/157341/20170731MHRACover.pdf

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/157342/20170724MeditechAPLValveProductsMHRA.pdf
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[High Priority ] - A28983 : Trumpf Medical—Universal Arm Supports: May Be Unable to Hold Set

Position and Support Patient Arm
Medical Device Ongoing Action

Published: Thursday, August 10, 2017
UMDNS Terms:
® Positioning Aids [16223]
® Boards, Arm [10184]

Product Identifier:

Xm/ersal hﬂgsdgl Serial Nos.:
Supports: "

450 1697630 103109579
4501 1607635 0SHUSS
450U 1607660 0200000
450U 167662 40700000
60 1607639 L0200
B0 1697651 L0200

[Capital Equipment]

Geographic Regions: Africa, Asia, Australia, &#160;Europe, North America, South America
Manufacturer(s): Trumpf GmbH + Co KG Carl-Zeiss-Stralie 7-9, 07318 Saalfeld, Germany

Suggested Distribution: Clinical/Biomedical Engineering, Emergency/Outpatient Services, OR/Surgery

Problem:

Inaduly 12, 2017, Field Notice letter posted by the German Federa Institute for Drugs and Medical Devices (BfArM), Trumpf Medical states that it has
received reports that the above arm supports may fail to hold their set positions and support the patient arm during surgery while users attempt to secure
the position of the device. Trumpf Medical also states that the incidents reported occurred before initial use or during setup; however, the hydraulic
clamping capability may also deteriorate over time. Trumpf Medical further states that it has received no reports of injury associated with this problem.

Action Needed:

Identify affected supportsin your inventory. If you have affected supports, verify that you have received the July 12, 2017, Field Notice letter from
Trumpf Medical. The firm recommends that you ensure that al mechanical functions and parts are undamaged and in good working order before each
use in accordance with the instructions for use (IFU). Discontinue use of adevice that is damaged, defective, leaking oil, or unable to hold its set position,
and contact Trumpf Medical by e-mail a8 TM_FSCA_MOD@hill-rom.com . Notify all relevant personnel at your facility of the information in the letter,
and forward a copy of the letter to any facility to which you have further distributed product. Retain a copy of the letter with your records.

For Further Information:

Trumpf Medical

Tel.: 49 (3671) 5860

E-mail: TM_FSCA_MOD@hill-rom.com

Website: Click here

References:
e Germany. Federd Institute for Drugs and Medical Devices. Urgent field safety notice for universal arm support by TRUMPF Medizin
Systeme GmbH + Co. KG [online]. 2017 Jul 19 [cited 2017 Aug 7]. Available from Internet: Click here.

Comments:

©2017 ECRI Ingtitute
5200 Butler Pike, Plymouth Meeting, PA 19462-1298, USA
May be reproduced by subscribing institution for internal distribution only.



mailto:TM_FSCA_MOD@hill-rom.com

mailto:TM_FSCA_MOD@hill-rom.com

https://www.trumpfmedical.com/en/about-us/locations/

http://www.bfarm.de/SharedDocs/Kundeninfos/EN/12/2017/06943-17_kundeninfo_en.html
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e Thisalertisaliving document and may be updated when ECRI Institute receives additional information. In circumstances in which we
determine that it is appropriate for customers to repesat their review of an issue (e.g., when additional affected product has been identified),
we will post a separate update aert. In other cases, we may add information, such as additional commentary, recommendations, and/or
source documents, to the original aert. For additional information regarding the format of this aert, refer to our HDA Format Guide .

Source(s):
e 2017 Aug 7. BfArM (Germany). 06943/17 Download
e 2017 Aug 7. BfArM (Germany). MOD Reference No. Trumpf10 Download

e 2017 Aug 8. Manufacturer. The manufacturer confirmed the information in the source material.

©2017 ECRI Ingtitute
5200 Butler Pike, Plymouth Meeting, PA 19462-1298, USA
May be reproduced by subscribing institution for internal distribution only.



www.ecri.org/Components/AlertsTrackerHelp/Documents/HDA%20Format%20Guide_July%202011.pdf

www.ecri.org/Components/AlertsTrackerHelp/Documents/HDA%20Format%20Guide_July%202011.pdf

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/158082/20170719TrumpfUniversalArmSupportsBfArM.pdf

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/158083/20170710TrumpfUniversalArmSupportsBfArM.pdf
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New tra-System/ Legacy 8/17/2017 Implant Direct LLC N/A FSN  https
Guided Surgery Handle ://nc
Kit mdr.

Diagnostic and therapeutic radiation devices

#  New ARTIS Pheno Systems,  8/16/2017 SIEMENS iemens Medical Solution: 2 ttache g
New Radrex-i 8/16/2017 1a Medical Systems Corpo Gulf Medical Co. FSN  A/Ca\
New Rigid Arm Support 8/17/2017 sco Medical Instruments Ii Aajal Care for Trading Est  FSN  A/Ca\

Electro mechanical medical devices

New ARCTIC SUN® 5000 8/15/2017 C R Bard Inc C.R. BARD Saudi Arabia  FSN  https
Temperature //nc

Management System mdr.

New BeneFusion VP1, 8/16/2017 Shenzhen Mindray Salehiya Trading Est. FSN  https
BeneFusion VP3 infusion ://nc

pump mdr.

New BEO NC PTCA Catheters ~ 8/14/2017 SIS Medical AG N/A 2 A/Ca\
New Cell Saver Elite 8/14/2017 Haemonetics Corp 1 Abdul Jalil Al Fadhli & S FSN  A/Ca\
New Covidien Emprint™ 8/15/2017 Medtronic SA Medtronic Saudi Arabia ~ FSN  https
Percutaneous Antenna ://nc

with Thermosphere™ mdr.
Technology sfda.

New Fogarty Adherent Clot 8/14/2017 Edwards Lifesciences Arabian Health Care FSN  https

Catheter Supply Co. (AHCSC) ://nc
# Update NovoPen Echo 8/16/2017 Novo Nordisk Novo Nordisk 2 ttacheg

#  New OneStep CPR Complete  8/14/2017 ZOLL Medical Corp Al Hammad Medical 2 Attac
Adult Electrodes Services he @


https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=11434
http://Attached
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=11416
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=11433
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=11405
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=11415
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=11403
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=11397
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=11406
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=11396
http://Attached
http://Attached
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[High Priority ] - A29008 : Siemens—ARTIS Pheno Systems: Software Error May Cause Unexpected

Continuous Movements
Medical Device Ongoing Action

Published: Friday, August 4, 2017
Last Updated: Thursday, August 10, 2017

UMDNS Terms:
® Scanning Systems, Ultrasonic, General-Purpose [15976]

Product Identifier:
ARTIS Pheno Systems [Capital Equipment]
Software Version VE10A

Geographic Regions: (Impact in additional regions has not been identified or ruled out at the time of this posting), Europe
Manufacturer(s): Siemens Healthcare40 Liberty Blvd, Malvern, PA 19355-9998, United States
Suggested Distribution: Clinical/Biomedical Engineering, OR/Surgery, Diagnostic Imaging, Information Technology

Problem: InaJuly 17, 2017, Important Customer Safety Notice |etter posted by the German Federal Institute for Drugs and Medica Devices (BfArM),
Siemens states that a software error in the above systems may cause unexpected system movement because of communication problems between two
internal control systems. Siemens further states that an intentional movement may not stop when the according user interface (joystick, safetouch button)
is deactivated; unintentional movement may occur for up to 900 msec. Siemens also states that unintended movement could damage the C-arm or table
on affected systems or injure patients, operators, and others nearby. The manufacturer has not confirmed the information provided in the source material.

Action Needed:

Identify any affected systemsin your inventory. If you have affected systems, verify that you have received the July 17, 2017, Important Customer Safety
Notice letter from Siemens. Siemens will contact your facility to arrange to install a software update; contact Siemens for an earlier appointment if
needed. Patients already treated using affected systems are not affected by this problem. Inform all relevant personnel of the information in the letter,
forward a copy of the letter to any facility to which you have further distributed affected product, and notify Siemens of the transfer.

For Further Information:

Siemens

Website: Click here

References:

e Germany. Federal Ingtitute for Drugs and Medical Devices. Urgent field safety notice for ARTIS pheno systems with software version
VE10A by Siemens Healthcare GmbH; business area advanced therapies [online]. 2017 Jul 25 [cited 2017 Aug 2]. Available from Internet:
here.

Comments:

e [Thisaertisaliving document and may be updated when ECRI Institute receives additional information. In circumstances in which we
determinethat it is appropriate for customers to repesat their review of an issue (e.g., when additional affected product has been identified),
we will post a separate update aert. In other cases, we may add information, such as additional commentary, recommendations, and/or
source documents, to the original alert. For additional information regarding the format of this alert, refer to our HDA Format Guide .

Source(s):
e 2017 Aug 2. BfArM (Germany). 07140/17 Download

©2017 ECRI Ingtitute
5200 Butler Pike, Plymouth Meeting, PA 19462-1298, USA
May be reproduced by subscribing institution for internal distribution only.



http://www.usa.siemens.com/en/contact.php

http://www.bfarm.de/SharedDocs/Kundeninfos/EN/17/2017/07140-17_kundeninfo_en.html

http://www.bfarm.de/SharedDocs/Kundeninfos/EN/17/2017/07140-17_kundeninfo_en.html

www.ecri.org/Components/AlertsTrackerHelp/Documents/HDA%20Format%20Guide_July%202011.pdf

www.ecri.org/Components/AlertsTrackerHelp/Documents/HDA%20Format%20Guide_July%202011.pdf

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/158112/20170725SiemensArtisPhenoBfArM.pdf
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[High Priority ] - A28908 01 : *Novo Nordisk—NovoPen 5 and NovoPen Echo Insulin Cartridge

Holders: May Be Cracked [Update]
Medical Device Ongoing Action, Pharmaceuticals Ongoing Action

Published: Thursday, August 10, 2017

UMDNS Terms:
® Syringes, Cartridge, Insulin [20309]

Product Identifier:

NovoPens

distribute Device Lot  Package Lot
din Nos.: Nos.:
Canada:

5 EVG5564 EVG6240

5 EVG3337 EVG6241

5 EVG5564 FVG6867

5 EVG0915 FVG6868

5 FVG7336 FVG7469

5 FVG7377 FVG7568

Echo DUG2373 DUG2373-5
Echo DVG1368 DVG1368-B
Echo EVG2915 EVG2915-7
Echo EVG3010 EVG3010-2
Echo EVGA4252 EVG4252-6
Echo EVG5699 EVG5699-6
Echo EVG5946 EVG5946-7
Echo EVG5963 EVG5963-1
Echo FVG7337 FVG7337-2
Echo FVG7561 FVG7561-1
Echo FVG8131 FVG8131-5
Echo FVG8132 FVG8132-6
Echo FVG8212 FVG8212-1
Echo FVG8414 FVG8414-9
Echo FVG8994 FVG8994-1
Echo FVG8997 FVG8997-1

NovoPens Carton Batch Pen Batch
distribute Nos.: Nos.:

gt —6T930-3  DVGT930
DVG21992  DVG2199
DVG3018-2 DVG3018
EVG0506-2 EVGO506
EVG0507-2 EVGO507
EVGO615-2 EVGOBI5
EVG0707-3 EVGO707
EVG0902-2 EVGO902
EVG22931T EVG2293
EVG2906-T EVG2906
EVG29072 EVG2907
EVG2910-2 EVG2910
EVG3008-T EVG3008
EVG3112-2 EVG3112
EVG6245-1 EVG6245
EVG68223  EVG6822
FVG7150-1 FVG7150
FVG7564-2 FVG7564
FVG7565:2  FVGT565
FVG75655 FVGT565

o of o o o o o o ol o O O ol o O ol o O O Ol

©2017 ECRI Ingtitute
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FVG7566-2 FVG7566

FVG7567-2 FVGT7567

FVG7612-1 FVG7612

FVG7613-1 FVG7613

FVG7613-2 FVG7613

FVG7616-1 FVG7616

FVG7617-2 FVGT7617

FVG8531-2 FVG8531

FVG8532-1  FVG8532

FVG8654-2  FVG8654

FVG8655-1  FVG8655

FVG8657-2  FVG8657

FVG8658-1 FVG8658

o of o o o o o Oy ol o O O O U1

FVG8659-1  FVG8659

Echo DUG0191  DUGO0191

Echo DUG0192  DUG0192

Echo DUG0193  DUGO0193

Echo DUG1613  DUG1613

Echo DUG1614 DUG1614

Echo DUG1615 DUG1615

Echo DUG1616  DUG1616

Echo DUG1708  DUG1708

Echo DUG1709  DUG1709

Echo DUG1775 DUG1775

Echo DUG1776 DUG1776

Echo DUG1777 DUG1777

Echo DUG1778 DUG1778

Echo DUG2049  DUG2049

Echo DUG2053  DUG2053

Echo DUG2054  DUG2054

Echo DUG2055  DUG2055

Echo DUG2055-1 DUG2055

Echo DUG2056  DUG2056

Echo DUG2058-1 DUG2058

Echo DUG2129-1 DUG2129

Echo DUG2218-1 DUG2218

Echo DUG2219-1 DUG2219

Echo DUG2343-1 DUG2343

Echo DVG1565-1 DVG1565

Echo DVG1566-1 DVG1566

Echo DVG1715-4 DVG1715

Echo DVG2297-4 DVG2297

Echo EVG2298-6 EVG2298

Echo EVG2299-6  EVG2299

Echo EVG2300-2 EVG2300

Echo EVG2908-2 EVG2908

Echo EVG2909-1 EVG2909

Echo EVG2915-1 EVG2915

Echo EVG3011-1 EVG3011

Echo EVG3011-3 EVG3011

Echo EVG3999-2 EVG3999

Echo EVG4253-3 EVGA4253

Echo EVG5697-1 EVG5697

Echo EVG5698-2 EVG5698

Echo EVG5946-8 EVG5946

Echo EVG5962-1 EVG5962

Echo EVG5963-3 EVG5963

Echo EVG6823-2 EVG6823
Echo FVG7337-5 FVG7337

©2017 ECRI Ingtitute
5200 Butler Pike, Plymouth Meeting, PA 19462-1298, USA
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Echo FVG7364-1 FVG7364
Echo FVG7457-1 FVG7457
Echo FVG8212-3 FVG8212
Echo FVG8217-1 FVG8217
Echo FVG8218-1 FVG8218
Echo FVG8995-1  FVG8995
Echo FVG8997-4  FVG8997
Echo FVG8998-1  FVG8998

[Consumable]

Previous Product Listing: Alert A28908

Geographic Regions: Canada, U.K.

Manufacturer(s): Novo Nordisk Inc 800 Scudders Mill Rd, Plainsboro, NJ 08536, United States

Suggested Distribution: Critical Care, Nursing, Diabetes Education/Coordination, Home Care, Endocrinology, Pharmacy, Materials Management

Summary:

OThis Alert provides new information based on Health Canada source material and a series of July 5, 2017, Recall |etters posted by the U.K. Medicines
and Healthcare Products Regulatory Agency (MHRA) regarding Alert A28908 . Health Canada states that the manufacturer initiated arecall on July 25,
2017. New information is provided in the Product Identifier, Geographic Regions, and Action Needed fields.

Problem:

InaJuly 10, 2017, Urgent Medical Device Recall |etter submitted by an ECRI Institute member hospital, Novo Nordisk states that the insulin cartridge
holder in the above NovoPens may crack or break if exposed to certain substances (e.g., sunscreen, food grease, cleaning agents). Novo Nordisk aso
states that use of a device with acompromised cartridge holder may result in delivery of areduced dose of insulin, potentially leading to high blood
sugar.

Action Needed:

Identify, isolate, and discontinue use/distribution of any affected product in your inventory. If you have affected product, verify that you have received
the July 5, 2017, letters from Novo Nordisk or that you have been otherwise contacted by the firm. Product with batch numbers not listed above are not
affected and may be used as prescribed. To arrange for product return, contact the NovoNordisk customer service department using the information
below. U.K. customers should report serious adverse events or product quality problems relating to the use of affected product to MHRA using the MHR
A Yellow Card scheme . Canadian customers should report serious events or product quality problems relating to the use of affected product to Health
Canada by telephone at (800) 267-9675 or online here .

For Further Information:

UK.

Novo Nordisk U.K. customer service department

Tel.: (0845) 6005055

Canada

Novo Nordisk Canada customer care department
Tel.: (800) 465-4434

E-mail: NNCI_customercare@novonordisk.com
Website: Click here

References:

e Great Britain. Medicines and Healthcare Products Regulatory Agency. Novo Nordisk: NovoPen® Echo® and NovoPen® 5 [online].
London: Department of Health; 2017 Jul 10 [cited 2017 Jul 17]. (Field safety notice; reference no. 2017/007/003/131/001). Available from
Internet: Click here.

e Health Canada. Recalls and safety alerts. Important safety information for people with diabetes using NovoPen Echo or NovoPen 5 [online].
2017 Jul 25 [cited 2017 Aug 7]. Available from Internet: Click here.

Comments:
e For information on recalls of the above product, see Alert Nos. P4415 and P441501.

e Thisalertisaliving document and may be updated when ECRI Institute receives additional information. In circumstances in which we
determine that it is appropriate for customers to repesat their review of an issue (e.g., when additional affected product has been identified),
we will post a separate update aert. In other cases, we may add information, such as additional commentary, recommendations, and/or
source documents, to the original alert. For additional information regarding the format of this alert, refer to our HDA Format Guide .

Source(s):

2017 Aug 7. MHRA FSN. 2017/007/003/131/001 Download

2017 Aug 7. MHRA FSN. Reference No. 2016050310 Download

e 2017 Aug 7. Health Canada Recall Listings. RA-64056 Download

2017 Aug 9. Manufacturer. The manufacturer confirmed the information in the source material.

©2017 ECRI Ingtitute
5200 Butler Pike, Plymouth Meeting, PA 19462-1298, USA
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www.ecri.org/Components/Alerts/Pages/TrackingUser/AlertDisplay.aspx?AId=1631118

www.ecri.org/Components/Alerts/Pages/TrackingUser/AlertDisplay.aspx?AId=1631118

www.ecri.org/Components/Alerts/Pages/TrackingUser/AlertDisplay.aspx?AId=1631118

https://yellowcard.mhra.gov.uk/

https://yellowcard.mhra.gov.uk/

https://yellowcard.mhra.gov.uk/

http://www.hc-sc.gc.ca/dhp-mps/compli-conform/prob-report-rapport/frm-0317-eng.php

mailto:NNCI_customercare@novonordisk.com

http://www.novonordisk-us.com/contact-us.html

https://www.gov.uk/drug-device-alerts/field-safety-notice-3-to-7-july-2017

https://www.gov.uk/drug-device-alerts/field-safety-notice-3-to-7-july-2017

http://healthycanadians.gc.ca/recall-alert-rappel-avis/hc-sc/2017/64056a-eng.php

http://healthycanadians.gc.ca/recall-alert-rappel-avis/hc-sc/2017/64056a-eng.php

www.ecri.org/Components/Alerts/Pages/TrackingUser/AlertDisplay.aspx?AId=1631079

www.ecri.org/Components/Alerts/Pages/TrackingUser/AlertDisplay.aspx?AId=1631279

www.ecri.org/Components/Alerts/Pages/TrackingUser/AlertDisplay.aspx?AId=1631279

www.ecri.org/Components/AlertsTrackerHelp/Documents/HDA%20Format%20Guide_July%202011.pdf

www.ecri.org/Components/AlertsTrackerHelp/Documents/HDA%20Format%20Guide_July%202011.pdf

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/158030/20170710NovoNordiskNovoPensMHRA.pdf

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/158031/20170705NovoNordiskNovoPensMHRA.pdf

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/158032/20170725NovoNordiskNovoPensHC.pdf
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[High Priority ] - A29073 : ZOLL —OneStep CPR Complete Adult Electrodes: May Cause R Series

Defibrillators to Deliver Pediatric Energy Levels to Adult Patients
Medical Device Ongoing Action

Published: Thursday, August 10, 2017

UMDNS Terms:
® Electrodes, Cardiac, External Defibrillator [15033]

Product Identifier:
[JOneStep CPR Complete Adult Electrodes [Consumable]
Part Nos.: 8900-0214-01 (case), 8900-0224-01 (single); UDIs: 10847946016279 (case), 00847946016272 (single); Lot No. 2517A

Geographic Regions: Canada, U.S.
Manufacturer(s): ZOLL Medica Corp 269 Mill Rd, Chelmsford, MA 01824-4105, United States

Suggested Distribution: Cardiology/Cardiac Catheterization Laboratory, Critical Care, Emergency/Outpatient Services, OR/Surgery, Pediatrics,
EMS/Transport, Materials Management

Problem:

O0OIn an August 4, 2017, Urgent Device Correction letter submitted by an ECRI Institute member hospital, ZOLL states that the above electrodes were
manufactured with an incorrect el ectronic electrode identification, potentially causing R Series defibrillators used in conjunction with the above
electrodes to default to pediatric energy levelsinstead of adult energy levels with electrodes labeled for adults. ZOLL also states that while the R series
defibrillators will correctly identify and display the energy selected and delivered for each shock, this may be overlooked; shocks of lower energy than
recommended for adult patients may be delivered.

Action Needed:

Oldentify, isolate, and discontinue use of any affected electrodesin your inventory. If you have affected electrodes, verify that you have received the
August 4, 2017, Urgent Device Correction letter and Return Response Form from ZOLL. Complete the Return Response Form, and return it to ZOLL
using the instructions on the form. Upon receipt of the form, a ZOLL representative will contact your facility to arrange for product return and
replacement. Inform all relevant personnel at your facility of the information in the Urgent Device Correction letter. Instruct users that if they encounter
this problem in the process of defibrillating an adult patient, they will need to set the defibrillator level manually. To verify if the electrodes are being
identified correctly by the defibrillators, do the following (see Attachment A in the letter ):

1.  Connect the affected electrode to the therapy cable of the ZOLL R Series defibrillator
2. Power on the device and observe the display.

If the electrode is identified correctly, the device will not display pediatric identification. For images of the electrode being correctly identified, see
Figures 1 (ALS device) and 2 (BLS device) in Attachment A of the letter . If the electrode is not identified correctly, the device will continuously display
"PEDIATRIC PADSIN USE." For images of the electrode being incorrectly identified, see Figures 3 (ALS device) and 4 (BLS device) in Attachment A
of the letter .

For Further Information:

ZOLL technical support department

Tel.: (800) 348-9011 or (978) 421-9460

Website: Click here

Comments:

e [Thisaertisaliving document and may be updated when ECRI Institute receives additional information. In circumstances in which we
determine that it is appropriate for customers to repesat their review of an issue (e.g., when additional affected product has been identified),
we will post a separate update aert. In other cases, we may add information, such as additional commentary, recommendations, and/or
source documents, to the original alert. For additional information regarding the format of this alert, refer to our HDA Format Guide .

Source(s):
e 2017 Aug 10. Member Hospital. August 4, 2017, ZOLL letter submitted by an ECRI Institute member hospital Download

©2017 ECRI Ingtitute
5200 Butler Pike, Plymouth Meeting, PA 19462-1298, USA
May be reproduced by subscribing institution for internal distribution only.
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[High Priority ] - A29066 : Zimmer Biomet/Medtech—ROSA Surgical Systems: Unwanted Movement
of the Robot May Occur; Communication Failure May Occur between an Electrocoagulation Device

and the Medical Footswitch
Medical Device Ongoing Action

Published: Wednesday, August 9, 2017
Last Updated: Thursday, August 10, 2017

UMDNS Terms:
® Telemanipulation Systems, Surgical [18599]

Product Identifier:
JROSA Surgical Systems [Capital Equipment]
Version No. 2.5.8

Geographic Regions: O(Impact in additional regions has not been identified or ruled out at the time of this posting), U.K., U.S.

Manufacturer(s): Zimmer Biomet345 E Main St, Warsaw, IN 46580, United States
Medtech SAParc de Bellegarde Batiment A, F-34170 Castelnau Le Lez, France

Suggested Distribution: Clinical/Biomedical Engineering, OR/Surgery, Information Technology, Neurology

Problem:
Olnaduly 28, 2017, Urgent Medical Device FSCA/Recall Correction letter posted by the U.K. Medicines and Healthcare Products Regulatory Agency
(MHRA), Zimmer Biomet states that unwanted movement of the above systems may occur under the following conditions:

1. A micromovement is requested by the user, and the position is not accessible with the current orientation of the robot. The software will
then test all possible angles with the current configuration.

2. The requested position is still not accessible. The software will then test with the reverse configuration. The change of angle or
configuration may cause unwanted movement of the robot.

Zimmer Biomet also states that this problem may lead to the robot performing alarger motion than expected during a micromovement, potentially
leading to permanent patient impairment, necessitating additional medical intervention, or death if the hazardous situation is not detected by the user.
Zimmer Biomet further states that Medtech has received one customer report related to this problem. Zimmer Biomet states that use of an
electrocoagul ation device and the medical footswitch during surgery may result in interference between these devices, potentialy leading to
communication failure and/or system shutdown and a delay in surgery. This problem occurs only with the Hergamode! of the medical footswitch.
Zimmer Biomet also states that Medtech has received seven customer reports related to this problem. Zimmer Biomet states that this is a retrospective
action; Medtech previously took this field action, but it was not reported to the applicable authorities. As part of the integration of Medtech with Zimmer
Biomet, Zimmer Biomet is distributing customized letters to facilities where the action may not have been compl eted.

Action Needed:

Oldentify any affected systemsin your inventory. If you have affected systems, verify that you have received the July 28, 2017, Urgent Medical Device
FSCA/Recall Correction letter and Certificate of Acknowledgment form from Zimmer Biomet. Complete the Certificate of Acknowledgment form, and
return it to Zimmer Biomet using the instructions on the form. A Medtech representative will contact your facility to schedule the installation of software
update 2.5.8.4 to correct the unwanted movement problem. Until Medtech can implement the correction, discontinue use of the micromovement function
on affected systems equipped with any software version before version 2.5.8.4. A Medtech representative will contact your facility to schedule a
replacement of the Herga footswitch with a steute medical footswitch, which can be used in conjunction with electrocoagul ation without interference.
Until the steute medical footswitch can be installed, discontinue use of electrocoagulation devices with the Herga medical footswitch. Notify all relevant
personnel at your facility of theinformation in the | etter. Report any adverse events associated with the use of affected product to Medtech/Zimmer
Biomet by e-mail at Medtech_FSCA @zimmerbiomet.com .

For Further Information:

Medtech customer call center

Tel.: 33 (4) 67107740, 9 am. to 6 p.m. Central European time, Monday through Friday

E-mail: Medtech_FSCA @zimmerbiomet.com

Website: Click here

Zimmer Biomet

Website: Click here

References:
e Great Britain. Medicines and Healthcare Products Regulatory Agency. Zimmer Biomet: ROSA [onlineg]. London: Department of Health;
2017 Aug 7 [cited 2017 Aug 8]. (Field safety notice; reference no. 2017/008/001/291/018). Available from Internet: Click here.
Comments:

e [IThisaertisaliving document and may be updated when ECRI Institute receives additional information. In circumstances in which we
determine that it is appropriate for customers to repeat their review of an issue (e.g., when additional affected product has been identified),
we will post a separate update alert. In other cases, we may add information, such as additional commentary, recommendations, and/or
source documents, to the original alert. For additional information regarding the format of this alert, refer to our HDA Format Guide .

Source(s):

e 2017 Aug 8. MHRA FSN. 2017/008/001/291/018 Download

e 2017 Aug 8. MHRA FSN. ZFA Nos.: 2017-272, 2017-285 (includes reply form) Download

e 2017 Aug 10. Manufacturer. The manufacturer confirmed the information provided in the source material.

©2017 ECRI Ingtitute
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[High Priority ] - A29037 : Thermo Fisher—Remel E. coli Polyvalent and Monovalent Agglutinating
Sera: May Yield Weaker-than-Expected Agglutination Reactions with Certain Serotypes
Medical Device Ongoing Action

Published: Tuesday, August 8, 2017

UMDNS Terms:
® VD Test Reagent/Kits, Microbiology, Bacteria, |dentification, Escherichia coli [19203]

Product Identifier:

Agglutinating Sera: Bottle Lot Nos.: Kit Lot Nos.:
OIS, v oo
I, s e
e, oo e
PO st e
D, v L
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R30955001/ZA02 1645544 EXP FEB
E. coli Polyvalent 3 1544397 2019
R30955001/ZA02 1842646 EXP

E. coli Polyvalent 3 1842647 AUG 2019
R30955301/ZA12

E. coli Type 1375387 1329820 EXP
044:K74 (L)

R30055401/ZA13

E. coli Type 1414002 Sor L EXPSEP
055:K59 (BS)

R30956201/7A21

E. coli Type 1401662 1401661 EXP DEC
0126:K71 (B16)

R30956301/7A22

E. coli Type 1373955 %812954 EXP
O127:K63 (B8)

[Consumable]

Geographic Regions: Argentina, Australia, Austria, China, Croatia, Czech Republic, Egypt, Georgia, Germany, Greece, Honduras, Hungary, Hong
Kong, &#160;India, Indonesia, Ireland, Israel, Italy, Japan, Lithuania, Malaysia, Malta, Mexico, Myanmar, &#160; The Netherlands, Nigeria, Oman,
Pakistan, Philippines, Portugal, Qatar, Romania, Saudi Arabia, Singapore, South Africa, UAE, U.K., &#160;U.S.

Manufacturer(s): Thermo Fisher Scientific Inc12076 Santa Fe Dr, Lenexa, KS 66215, United States
Suggested Distribution: Clinica Laboratory/Pathology, Materials Management

Problem:

InaJduly 25, 2017, Urgent Field Safety Notice |etter posted by the U.K. Medicines and Healthcare Products Regulatory Agency (MHRA), Thermo Fisher
States that the above sera may produce weaker-than-expected agglutination reactions with certain serotypes. Thermo Fisher also states that patient
management should not be affected by afailure to identify the correct E. coli serotype and that the primary risks associated with incorrect identification
of E. coli serotypes are primarily related to epidemiology.

Action Needed:

Identify and destroy any affected product in your inventory. If you have affected product, verify that you have received the July 24, 2017, Urgent Field
Safety Notice letter and Acknowledgment Form from Thermo Fisher. To request replacement product, contact the Thermo Fisher customer services
department or your local distributor. The appropriate technical expert should determine whether previously reported test results require review. Notify al
relevant personnel at your facility of the information in the Urgent Field Safety Notice letter, and forward a copy of the letter to any facility to which you
have further distributed affected product. Complete the Acknowledgment Form, and return it to Thermo Fisher using the information on the form.

For Further Information:

Thermo Fisher technical support department

Tel.: 44 (1256) 694238

E-mail: microbiology.techsupport.uk @thermofisher.com

Website: Click here

References:

e Great Britain. Medicines and Healthcare Products Regulatory Agency. Thermofisher Scientific: Thermo Scientific Remel E. coli polyvalent
and monovalent agglutinating sera [online]. London: Department of Health; 2017 Jul 31 [cited 2017 Aug 2]. (Field safety notice; reference
no. 2017/007/026/601/006). Available from Internet: Click here.

Comments:

e [Thisaertisaliving document and may be updated when ECRI Institute receives additional information. In circumstances in which we
determine that it is appropriate for customers to repesat their review of an issue (e.g., when additional affected product has been identified),
we will post a separate update aert. In other cases, we may add information, such as additional commentary, recommendations, and/or
source documents, to the original aert. For additiona information regarding the format of this dert, refer to our HDA Format Guide .

Source(s):

e 2017 Aug 2. MHRA FSN. 2017/007/026/601/006 Download

e 2017 Aug 2. MHRA FSN. Download

e 2017 Aug 8. Manufacturer. The manufacturer confirmed the information in the source material.
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[High Priority ] - A29068 : Beckman Coulter—UniCel DxH Slidemaker Stainer Coulter Cellular
Analysis Systems: Fitting May Not Completely Seal after Installation
Medical Device Ongoing Action

Published: Thursday, August 10, 2017

UMDNS Terms:
® Cytometers, Automated [16582]

Product Identifier:
UniCel DxH Slidemaker Stainer Coulter Cellular Analysis Systems [Capital Equipment]
Part No. 775222; Software Version 3.2

Geographic Regions: O(Impact in additional regions has not been identified or ruled out at the time of this posting), U.S.
Manufacturer(s): Beckman Coulter Inc250 S Kraemer Blvd, Brea, CA 92821-6232, United States
Suggested Distribution: Clinical/Biomedical Engineering, Clinical Laboratory/Pathology

Problem:

OInaJdune 20, 2017, Urgent Medical Device Recall letter submitted by an ECRI Institute member hospital, Beckman Coulter states that afitting installed
in the above units may not completely seal after installation. Beckman Coulter also states that al fittings installed may not be affected. For those affected,
aslow dripping leak of the staining reagents (methanol, alcohol, and buffers) into the spill tray below (designed for this purpose) may be observed.
Beckman Coulter also states that this problem has no effect on patient results and that no new or additional safety risk is associated with this problem
beyond the continued potential of exposure to stain and methanol associated with handling of these chemicals resulting from a slow dripping leak. The
manufacturer has not confirmed the information provided in the source material.

Action Needed:

Oldentify any affected systemsin your inventory. If you have affected systems, verify that you have received the June 20, 2017, Urgent Medical Device
Recall letter and Customer Response Form from Beckman Coulter. In the event of aleak, contact your Beckman Coulter representative to schedule a
service visit. Beckman Coulter field service engineers will replace the fitting on affected systems. Inspect the reagent supply drawer for spills. If
necessary, clean up with absorbent materials (e.g., paper towels), and dispose of the material in accordance with local regulations and laboratory
procedures. Follow best laboratory practices when using affected systems, which includes the use of appropriate personal protective equipment (PPE) to
protect the user from exposure. Notify all relevant personnel at your facility of the information in the letter, and forward a copy of the letter to any facility
to which you have further distributed affected product. Retain a copy of the letter as part of your laboratory quality system documentation. Acknowledge
that you have received the letter electronically (if you received the letter through e-mail) or complete the Customer Response Form, and return it to
Beckman Coulter using the instructions on the form.

For Further Information:
Beckman Coulter
Website: Click here

Comments:

e [Thisaertisaliving document and may be updated when ECRI Institute receives additional information. In circumstances in which we
determine that it is appropriate for customers to repeat their review of an issue (e.g., when additional affected product has been identified),
we will post a separate update aert. In other cases, we may add information, such as additional commentary, recommendations, and/or
source documents, to the original alert. For additional information regarding the format of this alert, refer to our HDA Format Guide .

Source(s):

e 2017 Aug 8. Member Hospital. Beckman Coulter letter submitted by an ECRI Institute member hospital: FA-31276 (includes reply
form) Download

©2017 ECRI Ingtitute
5200 Butler Pike, Plymouth Meeting, PA 19462-1298, USA
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[High Priority ] - A29049 : SCC Soft Computer—SoftLab Software: May Display Lab Results Based

on Incorrect LOINC Code/Test Descriptions
Medical Device Ongoing Action

Published: Thursday, August 10, 2017

UMDNS Terms:
® |nformation Systems, Data Management, Laboratory [15124]

Product Identifier:

O SoftLab Software [Capital Equipment]

Software Versions: 4.5.4.3, 4.5.4.5, 45.4.6, 4.5.4.8, 45.4.9, 45.4.20, 4.5.4.30, 4.5.4.40, 45.5.0, 4.5.5.10, 4.5.5.20
18 units distributed

Geographic Regions: O(Impact in additional regions has not been identified or ruled out at the time of this posting), U.S.
Manufacturer(s): SCC Soft Computer5400 Tech Data Dr, Clearwater, FL 33760, United States
Suggested Distribution: Clinical/Biomedical Engineering, Clinical Laboratory/Pathology, Information Technology

Problem:

OFDA's Center for Devices and Radiological Health (CDRH) states that the above software may display lab results based on incorrect LOINC code/test
descriptions for tests that were performed at a reference lab, saved incorrectly, and sent to systems that display the electronic medical record (EMR).
FDA's CDRH also states that SCC Soft Computer initiated a correction by Urgent Medical Device Recall letter dated May 31, 2017. The manufacturer
has not confirmed the information provided in the source material.

Action Needed:

Oldentify any affected systemsin your inventory. If you have affected systems, verify that you have received the May 31, 2017, Urgent Medical Device
Recall letter from SCC Soft Computer. SCC Soft Computer will release a mandatory hotfix that corrects this problem. Call the SCC Soft Computer
technical support department using the information below to grant permission to load the hotfix. U.S. customers should report adverse events or product
quality problems relating to the use of affected product to FDA’s MedWatch Adverse Event Reporting program by telephone at (800) 332-1088; by fax at
(800) 332-0178; by mail (using postage-paid FDA Form 3500, available here) at Food and Drug Administration, HF-2, 5600 Fishers Lane, Rockville,
MD 20852-9787; or online at the MedWatch website .

For Further Information:

SCC Soft Computer technical support department

Tel.: (800) 763-8522

Website: Click here

References:

e United States. Food and Drug Administration. Center for Devices and Radiological Health. Class 2 device recall SoftLab [online].
2017 Aug 2 [cited 2017 Aug 2]. Available from Internet: Click here.

Comments:

e [Thisadertisaliving document and may be updated when ECRI Institute receives additional information. In circumstances in which we
determinethat it is appropriate for customers to repeat their review of an issue (e.g., when additional affected product has been identified),
we will post a separate update aert. In other cases, we may add information, such as additional commentary, recommendations, and/or
source documents, to the original alert. For additional information regarding the format of this alert, refer to our HDA Format Guide .

Source(s):
e 2017 Aug 2. FDA CDRH Database. Class |1. Z-2865-2017 Download

©2017 ECRI Ingtitute
5200 Butler Pike, Plymouth Meeting, PA 19462-1298, USA
May be reproduced by subscribing institution for internal distribution only.
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[High Priority ] - A28861 : DePuy Synthes—Matrix Screws: Packaging May Be Mislabeled
Medical Device Ongoing Action

Published: Thursday, August 10, 2017

UMDNS Terms:
® Screws, Bone[16101]

Product Identifier:

1.85 Diameter Sterile . ]
Matrix Screws: Part Nos.: Lot Nos.:

LOCK, Self-Drill L6 Tan

Pack of 4 Units in Clip ' 04.511.666.04S L209479

9601566,

LOCK, Self-Tap L5 Tan,
Pack of 4 Units in Clip 04-511:635.045 9637054,

Self-Drill L6 Tan, Pack

of 4 Units in Clip 04.511.226.045 9637053

Geographic Regions: O(Impact in additional regions has not been identified or ruled out at the time of this posting), U.K.

Manufacturer(s): DePuy Synthes GmbH (Switzerland) A Johnson & Johnson Co,
Luzernstrasse 21, CH-4528 Zuchwil, Switzerland

Suggested Distribution: OR/Surgery, Orthopedics, Materials Management

Problem: In aJune 21, 2017, Urgent Field Safety Notice letter posted by the U.K. Medicines and Healthcare Products Regulatory Agency (MHRA),
DePuy Synthes states that the packaging containing the above screws may be mislabeled. DePuy Synthes also states that this problem may lead to
surgical delay, loosening (if the implanted screws are non-locking and the surgeon intends to use locking screws), and damage to vital organs or
surrOL_lgIding structures if a6 mm screw isimplanted instead of a5 mm screw. The manufacturer has not confirmed the information provided in the source
material.

Action Needed:

Identify and isolate any affected product in your inventory. If you have affected product, verify that you have received the June 21, 2017, Urgent Field
Safety Notice letter and reply form from DePuy Synthes. Complete the reply form, and return it to DePuy Synthes using the information on the form.
Return any affected product to DePuy Synthes. DePuy Synthes will provide your facility with credit for returned product. Notify all relevant personnel at
your facility of theinformation in the Urgent Field Safety Notice letter, forward a copy of the letter to any facility to which you have further distributed
affected product, and retain a copy of the Urgent Field Safety Notice Recall letter with your records.

For Further Information:

DePuy Synthes

Website: Click here

References:

e Great Britain. Medicines and Healthcare Products Regulatory Agency. DePuy Synthes. [online]. London: Department of Health; 2017 Jun
21 [cited 2017 Jul 27]. (Field safety notice; reference no. 2017/006/023/291/014). Available from Internet: Click here .
Comments:

e Thisalertisaliving document and may be updated when ECRI Institute receives additional information. In circumstances in which we
determinethat it is appropriate for customers to repeat their review of an issue (e.g., when additional affected product has been identified),
we will post a separate update alert. In other cases, we may add information, such as additional commentary, recommendations, and/or
source documents, to the original alert. For additional information regarding the format of this alert, refer to our HDA Format Guide .

Source(s):

e 2017 Jul 27. MHRA FSN. (includes reply form) Download
e 2017 Jul 27. MHRA FSN. 2017/006/023/291/014 Download

©2017 ECRI Ingtitute
5200 Butler Pike, Plymouth Meeting, PA 19462-1298, USA
May be reproduced by subscribing institution for internal distribution only.
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[High Priority ] - A28820 : Mathys—New Generation RM Classic Flexible Reaming Shafts and
Countersink Reamers: May Become Stuck in Drill Guide and Break
Medical Device Ongoing Action

Published: Thursday, August 10, 2017

UMDNS Terms:
® Prosthesis Implantation Instruments, Orthopedic [13180]

Product Identifier:
RM Classic Flexible

Instruments: Item Nos.:

Romaing Shats " - 51.34.1057
Seaming Shafts 51.34.1058
60-68 Generation 2 52 341059

Reaming Shafts

3rd Generation Reaming 51.34.0928,
Shafts 51.34.1060

Countersink Reamers 51.34.0929

[Consumable]
All batch numbers

Geographic Regions: Germany, Russia
Manufacturer(s): Mathys AG BettlachRobert Mathys Strasse 5, CH-2544 Bettlach, Switzerland
Suggested Distribution: OR/Surgery, Orthopedics, Materials Management

Problem:

In aJune 20, 2017, Urgent Field Safety Notice letter posted by the German Federal Institute for Drugs and Medical Devices (BfArM), Mathys states that
it has received reports of the above instruments becoming stuck in the drill guide and eventually breaking. Mathys also states that intraoperative breakage
of the above instruments can lead to the following:

1 In the likely event that the instrument breaks without splintering, the surgery can be completed with a second instrument available in the
set. This scenario leads to aminor delay in the surgical procedure.

2. In the rare event that the flexible reamer breaks and splinters into fragments, the following two scenarios are possible:
1.  Thefragments of the reamer enter the surgical site and can be fully recovered. In this case, the incident leads to amajor
surgical delay.

2. The fragments of the instrument enter the surgical site and remain in the patient. In this case, the fragments may corrode slowly
inside the body and, in rare cases, provoke an alergic reaction of the patient to the material (17-4 PH, nonimplant grade stee!).

Action Needed:

Identify and isolate any affected product in your inventory. If you have affected product, verify that you have received the June 20, 2017, Urgent Field
Safety Notice letter and Confirmation of receipt form from Mathys. A Mathys representative will contact your facility to arrange for product replacement.
Notify all relevant personnel at your facility of the information in the letter, and forward a copy of the letter to any facility to which you have further
distributed affected product. Retain a copy of the letter with your records. Complete the Confirmation of receipt form, and return it to Mathys using the
instructions on the form. Notify Mathys of any adverse events associated with the use of any Mathys product using the information below.

For Further Information:

For inquiries regarding product return:

Mathys local representative or Mathys local office

For inquiries regarding the letter or to report adverse events:
Mathys

E-mail: vigilance@mathysmedical.com

Website: Click here

References:

e Germany. Federal Institute for Drugs and Medical Devices. Urgent field safety notice for RM Classic reaming shaft, flex. 3rd gen. by
Mathys AG Bettlach [online]. 2017 Jun 22 [cited 2017 Aug 3]. Available from Internet: Click here.

Comments:

e Thisalertisaliving document and may be updated when ECRI Institute receives additional information. In circumstances in which we
determine that it is appropriate for customers to repeat their review of an issue (e.g., when additional affected product has been identified),

©2017 ECRI Ingtitute
5200 Butler Pike, Plymouth Meeting, PA 19462-1298, USA
May be reproduced by subscribing institution for internal distribution only.



mailto:vigilance@mathysmedical.com

http://www.mathysmedical.com/index.php?id=3&amp;L=1

http://www.bfarm.de/SharedDocs/Kundeninfos/EN/06/2017/05970-17_kundeninfo_en.html

http://www.bfarm.de/SharedDocs/Kundeninfos/EN/06/2017/05970-17_kundeninfo_en.html



www.ecri.org . Printed from Health Devices Alerts on Wednesday, August 16, 2017 Page 2

we will post a separate update aert. In other cases, we may add information, such as additional commentary, recommendations, and/or
source documents, to the original aert. For additiona information regarding the format of this dert, refer to our HDA Format Guide .

Source(s):
e 2017 Aug 3. BfArM (Germany). 05970/17 Download
e 2017 Aug 3. BfArM (Germany). FSCA 17/01 (includes reply form) Download
e 2017 Aug 10. Manufacturer. Mathys confirmed the information provided in the source material.
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[High Priority ] - A29012 : pfm medical— Nit-Occlud Implantation Sheaths: Tip May Detach during

Preparation and Application
Medical Device Ongoing Action

Published: Thursday, August 10, 2017

UMDNS Terms:
® Catheters, Vascular, Guiding [17846]
® Reagents, Complement Hemolytic Activity [17331]

Product Identifier:

45° Nit-Occlud Implantation Sheaths: Reference Nos.: Lot Nos.:

6 Fr80cm 604580 1012896.01, 1013884.01, 1016236, 1018121,1018170, 10182:
8Fr80cm 804580 1013729.01, 1014670.01, 1015907, 1016849, 1018220, 10182
9Fr80cm 904580 104605.01,1013730.01, 1013893.01, 1014358.01, 1015908, 1(
10Fr80cm 004580 1013727.01, 1014158.01, 1014604.01, 1015688, 1016084, 10:
12Fr80cm 204580 1014281.01, 1015026.01, 1016126, 1016846, 1018119, 10181
14 Fr80cm 404580 1016847

[Consumable]

Geographic Regions: (Impact in additional regions has not been identified or ruled out at the time of this posting), Europe

Manufacturer(s): pfm medical AGWankelstrasse 60, D-30996, K oeln, Germany

Suggested Distribution: Cardiology/Cardiac Catheterization Laboratory, OR/Surgery, Materials Management

Problem: InaJduly 19, 2017, Field Safety Notice letter posted by the German Federal Institute for Drugs and Medical Devices (BfArM), pfm medical
states that the tips of the above implantation sheaths may detach during preparation and application as a result of incorrect storage conditions (which is
evidenced by discoloration of the sterile packaging). This problem may result in particles in the venous system, which may impede or stop blood flow
and could cause a pulmonary embolism or thrombosis. Embolizing particlesin the arterial system could result in infarction on al organ systems with
tissue death (necrosis), potentially causing heart attack or stroke. In the worst-case scenario, irreversible organ damage or death could occur. pfm medical
further states that it has received no reports of adverse events associated with this problem. The manufacturer has not confirmed the information provided
in the source material.

Action Needed:
Identify, isolate, and discontinue use of any affected product in your inventory. If you have affected product, verify that you have received the July 19,
2017, Field Safety Notice letter and FSCA questionnaire from pfm medical. Complete the FSCA questionnaire form, and return it to pfm medical using
theinstructions in the letter. Contact pfm medical to arrange for product return. Inform all relevant personnel of the information in the letter, and provide
acopy of the letter to any facility to which you have distributed affected product.
For Further Information:

pfm medica

Website: Click here

OReferences:
e Germany. Federd Institute for Drugs and Medical Devices. Urgent field safety notice for Nit-Occlud implantation sheath by pfm medica

mepro gmbh [online]. 2017 Jul 25 [cited 2017 Jul 28]. Available from Internet: Click here .

Comments:

e [Thisaertisaliving document and may be updated when ECRI Institute receives additional information. In circumstances in which we
determine that it is appropriate for customers to repesat their review of an issue (e.g., when additional affected product has been identified),
we will post a separate update aert. In other cases, we may add information, such as additional commentary, recommendations, and/or
source documents, to the original aert. For additiona information regarding the format of this dert, refer to our HDA Format Guide .

Source(s):

2017 Jul 28. BfArM (Germany). 07206/17 Download

e 2017 Jul 28. BfArM (Germany). July 19, 2017 pfm medical letter posted by BfArM Download

©2017 ECRI Institute

5200 Butler Pike, Plymouth Meeting, PA 19462-1298, USA
May be reproduced by subscribing institution for internal distribution only.



http://www.pfmmedicalusa.com/?page_id=617

http://www.bfarm.de/SharedDocs/Kundeninfos/EN/07/2017/07206-17_kundeninfo_en.html

http://www.bfarm.de/SharedDocs/Kundeninfos/EN/07/2017/07206-17_kundeninfo_en.html

www.ecri.org/Components/AlertsTrackerHelp/Documents/HDA%20Format%20Guide_July%202011.pdf

www.ecri.org/Components/AlertsTrackerHelp/Documents/HDA%20Format%20Guide_July%202011.pdf

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/158174/20170725PFMMedicalNit-OccludSheathBfArM.pdf

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/158175/20170719PFMMedicalNit-OccludSheathBfArM.pdf



AFHajlan
(A29012) pfm medical-Nit-Occlud.pdf


www.ecri.org . Printed from Health Devices Alerts on Tuesday, August 15, 2017 Page 1

[High Priority ] - A29069 : Teleflex—Arrow Advantage 5 Pressure-Injectable PICC Kits: Packaging
May Contain Incorrect Components
Medical Device Ongoing Action

Published: Wednesday, August 9, 2017

UMDNS Terms:
® Catheters, Vascular, Infusion, Central Venous, Peripherally-Inserted [18017]

Product Identifier:
Arrow Advantage 5 Pressure-Injectable Peripherally Inserted Central Catheter (PICC) Kits [Consumable]

Product Nos.: Lot Nos.:
CDA-35041-HPKIA  23F16F0614
CDC-35041-VPS 23F17A0038

23F16M0059,
CDC-35052-VPS 23F17A0040
13F16A0180,
PR-35041-HPHNM  13F16A0089,
13F17B0289

Geographic Regions: (Impact in additional regions has not been identified or ruled out at the time of this posting), U.S.
Manufacturer(s): Arrow Internaional Inc, a Teleflex company2400 Bernville Rd, Reading, PA 19605, United States

Suggested Distribution: Cardiology/Cardiac Catheterization Laboratory, Critical Care, Nursing, OR/Surgery, Diagnostic Imaging, |V Therapy,
Materials Management

Problem:

InaJduly 25, 2017, Urgent Medical Device Recall |etter submitted by an ECRI Institute member hospital, Teleflex states that the above kits may contain
incorrect components; kits that should contain a5 Fr 2-lumen catheter may contain a4 Fr single-lumen catheter and kits that should contain a4 Fr single-
lumen catheter may contain a5 Fr 2-lumen catheter. Teleflex also states that this problem may cause a delay in treatment while a replacement catheter is
obtained. The manufacturer has not confirmed the information provided in the source material.

Action Needed:

Identify and discontinue use of any affected product in your inventory. If you have affected product, verify that you have received the July 25, 2017,
Urgent Medical Device Recall |etter and Recall Acknowledgment Form from Teleflex. Regardless of whether you have affected product, complete the
Recall Acknowledgment Form and return it to Teleflex, Attn: Customer Service, by fax at (855) 419-8507 or by e-mail at recalls@teleflex.com. Upon
receipt of the completed form, a Teleflex customer service representative will contact your facility to provide areturn goods authorization (RGA) number
and instructions for product return.

For Further Information:

Teleflex customer service department

Tel.: (866) 246-6990

Comments:

e [Thisadertisaliving document and may be updated when ECRI Institute receives additional information. In circumstances in which we
determinethat it is appropriate for customers to repeat their review of an issue (e.g., when additional affected product has been identified),
we will post a separate update aert. In other cases, we may add information, such as additional commentary, recommendations, and/or
source documents, to the original alert. For additional information regarding the format of this alert, refer to our HDA Format Guide .

Source(s):
e 2017 Aug 8. Member Hospital. Teleflex letter submitted by an ECRI Institute member hospital. Download

©2017 ECRI Ingtitute
5200 Butler Pike, Plymouth Meeting, PA 19462-1298, USA
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[High Priority ] - A29052 : Allergan/LifeCell— REVOLVE Advanced Adipose Systems: Bacterial

Endotoxin Levels May Be Above Acceptable Limit
Medical Device Ongoing Action

Published: Friday, August 4, 2017
Last Updated: Thursday, August 10, 2017

UMDNS Terms:
® Autologous Fat Transfer Units[27649]

Product Identifier:

OREVOLVE Advanced Adipose Systems [Consumable]

Reference Nos.: RV0001, RV0002, RV 0004

Lot Nos.: 10629 EXP JUL 31 2017, 10630 EXP JUL 31 2017, 10631 EXP JUL 31 2017, 10633 EXP AUG 31 2017, 10634 EXP AUG 31 2017, 10635
EXP AUG 31 2017, 10636 EXP SEP 30 2017, 10637 EXP SEP 30 2017, 10642 EXP JUL 31 2017, 10643 EXP JUL 31 2017, 10693 EXP OCT 31 2017,
10694 EXP OCT 31 2017, 10695 EXP OCT 31 2017, 10696 EXP NOV 30 2017, 10697 EXP NOV 30 2017, 10700 EXP DEC 31 2017, 10702 EXP
DEC 31 2017, 10706 EXP FEB 28 2018, 10704 EXP JAN 31 2018, 10705 EXP JAN 31 2018, 10708 EXP FEB 28 2018, 10785 EXP FEB 29 2018,
10786 EXP MAR 31 2018, 10787 EXP MAR 31 2018, 10788 EXP APR 30 2018, 10789 EXP MAY 31 2018, 10790 EXP AUG 31 2018, 10791 EXP
MAR 31 2018, 10792 EXP MAR 31 2018, 10793 EXP APR 30 2018, 10794 EXP APR 30 2018, 10795 EXP APR 30 2018, 10796 EXP MAY 31 2018,
10825 EXP JUN 30 2018, 10826 EXP JUL 31 2018, 10827 EXP JUL 31 2018, 10830 EXP AUG 31 2018, 10838 EXP APR 30 2018, 10840 EXP MAY
312018, 11088 EXP FEB 28 2019, 11087 EXP OCT 31 2018, 11089 EXP AUG 31 2018, 11090 EXP OCT 31 2018, 11208 EXP AUG 31 2018, 11209
EXP AUG 31 2018, 11210 EXP AUG 31 2018, 11212 EXP AUG 31 2018, 11213 EXP AUG 31 2018, 11214 EXP AUG 31 2018, 11215 EXP AUG 31
2018, 11216 EXP AUG 31 2018, 11222 EXP AUG 31 2018, 11223 EXP AUG 31 2018, 11224 EXP AUG 31 2018, 11225 EXP AUG 31 2018, 11226
EXP AUG 31 2018, 11227 EXP AUG 31 2018, 11228 EXP AIG 31 2018, 11229 EXP AUG 31 2018, 11230 EXP SEP 30 2018, 11231 EXP SEP 30
2018, 11232 EXP SEP 30 2018, 11233 EXP SEP 30, 201811234 EXP AUG 31 2018, 11235 EXP JUL 31 2018, 11236 EXP SEP 30 2018, 11237 EXP
SEP 30 2018, 11246 EXP AUG 31 2018, 11247 EXP SEP 30 2018, 11248 EXP SEP 30 2018, 11249 EXP OCT 31 2018, 11250 EXP NOV 30 2018,
11251 EXP NOV 30 2018, 11252 EXP OCT 31 2018, 11253 EXP OCT 31 2018, 11255 EXP FEB 28 2019, 11254 EXP OCT 31 2018, 11256 EXP FEB
28, 201911257 EXP FEB 28 2019, 11324 EXP NOV 30 2018, 11325 EXP NOV 30 2018, 11326 EXP JAN 31 2019, 11327 EXP JAN 31 2019, 11328
EXP JAN 31 2019, 11329 EXP JAN 31 2019, 11330 EXP JAN 31 2019, 11331 EXP JAN 31 2019, 11553 EXP OCT 31 2018, 11554 EXP OCT 31
2018, 11555 EXP OCT 31 2018, 11556 EXP OCT 31 2018, 11578 EXP JAN 31 2019, 11579 EXP JAN 31 2019, 11819 EXP JAN 31 2019, 11820 EXP
JAN 31 2019, 11821 EXP JAN 31 2019, 11822 EXP JAN 31 2019, 11852 EXP FEB 28 2019, 11853 EXP FEB 28 2019, 11854 EXP FEB 28 2019,
3038910 EXP OCT 31 2018, 3038912 EXP OCT 31 2018, 3097870 EXP OCT 31 2018, 3103907 EXP NOV 30 2018

Geographic Regions: O(Impact in additional regions has not been identified or ruled out at the time of this posting) U.S.
Manufacturer(s): Allergan Inc/LifeCellMorris Corporate Center 111, 400 Interpace Pkwy, Parsippany, NJ 07054, United States
Suggested Distribution: Infection Control, OR/Surgery, Materials Management

Problem:

Inan August 2, 2017, Urgent Medical Device Recall letter submitted by ECRI Institute member hospitals, Allergan/LifeCell states that bacterial
endotoxins may be present in the above systems at levels above the acceptable limit. Alllergan/LifeCell aso statesit has received no reports of patient
injury associated with this problem; however, use of affected systems may cause a pyrogenic response such as fever, increased heart rate, low blood
pressure, and decreased white blood cell count. The manufacturer has not confirmed the information provided in the source material.

Action Needed:

Oldentify and isolate any affected product in your inventory. If you have affected product, verify that you have received the August 2, 2017, Urgent
Medical Device Recall letter and Business Reply Form from Allergan/LifeCell. Complete the Business Reply Form, and return it to Allergan/LifeCell
using the instructions in the letter. Return affected product to Allergan/LifeCell by attaching the prepaid FedEx authorized return shipping label to the
outside of the return carton and shipping it to GENCO Pharmaceutical Services (GPS), a subsidiary of FedEx Supply Chain, 6101 N 64th St, Milwaukee,
WI 53218. Forward a copy of the Urgent Medical Device Recall letter to any facility to which you have further distributed affected product.

For Further Information:

Product Returns

Genco Pharmaceutical Services, asubsidiary of FedEX Supply Chain

Tel.: (877) 319-8961, Monday through Friday, 7 am. to 5 p.m. Central time

Adverse Events/Product Complaints, LifeCell

Tel.: (800) 367-5737, Monday through Friday, 9 am. to 5 p.m. Eastern time

E-mail: complaintfeedbackregistration@Iifecell.com

Credit/Reimbursement, LifeCell

Tel.: (800) 367-5737, Monday through Friday, 9 am. to 5 p.m. Eastern time

E-mail: LCRXCustomerSolutionsM anagers@allergan.com

Comments:

e [Thisaertisaliving document and may be updated when ECRI Institute receives additional information. In circumstances in which we
determine that it is appropriate for customers to repesat their review of an issue (e.g., when additional affected product has been identified),
we will post a separate update aert. In other cases, we may add information, such as additional commentary, recommendations, and/or
source documents, to the original alert. For additional information regarding the format of this alert, refer to our HDA Format Guide .

Source(s):
e 2017 Aug 3. Member Hospital. Allergan/LifeCell letter submitted by ECRI Institute member hospitals Download

©2017 ECRI Ingtitute
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[High Priority ] - A29072 : Spectranetics—Bridge Occlusion Balloons: Guidewire Lumen May Be

Blocked
Medical Device Ongoing Action

Published: Thursday, August 10, 2017

UMDNS Terms:
® Catheters, Vascular, Occlusion, Temporary [18655]

Product Identifier: Bridge Occlusion Balloon Catheters with 80 mm Balloons [Consumable]
Model No. 590-001; Lot Nos.: FMN17B13A, FMN17CO08A, FMN17C28A, FMN17D07A, FMN17D12A, FMN17D19A, FMN17D27A, FMN17EQ2A,
FMN17E23A, FMN17E31A, FMN17E31B, FMN17F06A, FMN17F20A, FMN17F21A, FMN17G12A, FMN17G18A

Geographic Regions: (Impact in additional regions has not been identified or ruled out at the time of this posting), U.S.
Manufacturer(s): Spectranetics Corp 9965 Federal Dr, Colorado Springs, CO 80921-3617, United States

Suggested Distribution: Cardiology/Cardiac Catheterization Laboratory, Emergency/Outpatient Services, OR/Surgery, Neurology, Perfusion,
Materials Management

Problem: Inan August 7, 2017, Urgent Medical Device Recall |etter submitted by ECRI Institute member hospitals, Spectranetics states that it has
received six reports of blockage in the guidewire lumen of the above occlusion catheters. Spectranetics also states that if a catheter with a compromised
guidewire lumen were used, the device may not pass over the guidewire required to position the balloon, potentially delaying lifesaving treatment.
Spectranetics further states that it has received no reports of serious injury related to this problem. The manufacturer has not confirmed the information
provided in the source material .

Action Needed:

Identify any affected product in your inventory. If you have affected product, verify that you have received the August 7, 2017, Urgent Medica Device
Recall letter and Acknowledgment and Receipt Form from Spectranetics. Spectranetics will replace affected product as replacements become available.
Until your devices are replaced, perform the following actions:

(1) Remove affected product from its packaging before use and attempt to fully pass a guidewire through the lumen, according to product instructions for
use (IFU). If guidewire blockage is observed, use an alternative catheter.

(2) Spectranetics will provide your facility with a catheter that has a verified patent guidewire lumen as a backup; however, the firm recommends that you
use catheters in your current inventory to ensure that you always have at least one catheter available for an emergency. The backup catheter will have a
checkmark sticker adjacent to the |abel for easy identification.

(3) Bring the backup catheter into the operating room in caseiit is needed.

Complete the Acknowledgment and Receipt Form, and return it to Spectranetics using the information on the form. A Spectranetics representative will
contact your facility to arrange for product return and replacement when replacements become available. U.S. customers should report serious adverse
events or product quality problems relating to the use of affected product to FDA's MedWatch Adverse Event Reporting program by telephone at (800)
332-1088; by fax at (800) 332-0178; by mail (using postage-paid FDA Form 3500, available here) at Food and Drug Administration, HF-2, 5600
Fishers Lane, Rockville, MD 20852-9787; or online at the MedWatch website .

For Further Information:

Spectranetics customer service department

Tel.: (800) 231-0978 (select option 2), 7 am. to 5 p.m. Mountain time, Monday through Friday
E-mail: customer.service@spnc.com

Website: Click here

Comments:

e [Thisaertisaliving document and may be updated when ECRI Institute receives additional information. In circumstances in which we
determine that it is appropriate for customers to repesat their review of an issue (e.g., when additional affected product has been identified),
we will post a separate update aert. In other cases, we may add information, such as additional commentary, recommendations, and/or
source documents, to the original aert. For additional information regarding the format of this aert, refer to our HDA Format Guide .

Source(s):
e 2017 Aug 9. Member Hospital. Spectranetics |etter submitted by ECRI Institute member hospitals (includes reply form) Download
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[High Priority ] - A29053 : Eckert & Ziegler— LLA300-F/FB/N Flexible Catheters: Cores May Be Too

Short
Medical Device Ongoing Action

Published: Wednesday, August 9, 2017

UMDNS Terms:
® Catheters [10685]
® Brachytherapy Applicators [20913]

Product Identifier:
Flexible Catheters: (1) LLA300-F, (2) LLA300-FB, (3) LLA300-N [Consumable]
Affected products delivered before April 13, 2017

Geographic Regions: Algeria, Argentina, Bangladesh, China, Cuba, Egypt, France, Germany, Hong Kong, India, Indonesia, Iran, Lithuania,
Morocco, Peru, Philippines, Russia, South Africa, Spain, Uruguay, U.S., Uzbekistan, Venezuela, Vietham

Manufacturer(s): Eckert & Ziegler BEBIG GmbHRobert-Roessle-Strasse 10, D-13125, Berlin, Germany
Suggested Distribution: OR/Surgery, Radiation Oncology/Medical Physics, Materials Management

Problem:

Olnaduly 21, 2016, Urgent Field Safety Notice letter posted by the German Federal Institute for Drugs and Medical Devices (BfArM), Eckert & Ziegler
states that the above catheters may be delivered with cores that are too short, potentially making it impossible to remove the core and necessitating
additional action or a use of areplacement product before the catheter can be used.

Action Needed:

Oldentify any affected cathetersin your inventory. If you have affected catheters, verify that you have received the July 21, 2016, Urgent Field Safety
Notice letter and Confirmation form from Eckert & Ziegler. Complete the Confirmation form, and return it to Eckert & Ziegler using the instructionsin
the letter. If it is not possible to remove the core of the catheter, and the catheter cannot be used without additional action or replacements, Eckert &
Ziegler recommend the following:

1. With the SagiNova Afterloader system, cut the catheter as short as needed to grab the core and use the Dummy Source test in the
treatment. For details about how to verify and confirm the new catheter length, see “ Shortened applicators’ in the user manual.

2. With the MultiSource Afterloader system, replace the catheter because the system will not accept a shortened catheter. The risk to the
patient is limited to the replacement of the catheter and an additional CT at maximum.

In order to check the defect before usage, Eckert & Ziegler recommend the following actions:

1.  Holdtheflexible catheter against the light and check the position of the core inside it. Ensure that the distal end of the coreisin contact
with the flexible catheter's end. If the distance between the first length marking and the proximal end of the core is l6mm (see Figure 1
inthe letter ), the flexible catheter can be used for treatment.

2. If the distance between the first length marking and the proximal end of the coreis <6mm, or if the proximal end of the core is even left
of the length marking (see Figure 2 in the |etter ), do not use the flexible catheter. Dispose of the flexible catheter, and contact Eckert &
Ziegler for new flexible catheters.

3. If you are not able to check the flexible catheters or if you are unsure about the core length, contact the Eckert & Ziegler service
department by e-mail at service@bebig.com .

Inform all relevant personnel at your facility of the information in the Urgent Field Safety Notice letter, and forward a copy of the letter to any facility to
which you have further distributed affected product.

For Further Information:

Eckert & Ziegler

Website: Click here

References:

Germany. Federal Institute for Drugs and Medical Devices. Urgent field safety notice for flexiebler katheter LLA 300-F by Eckert & Ziegler
BEBIG GmbH [online]. 2017 Aug 2 [cited 2017 Aug 9]. Available from Internet: Click here.

Comments:

e [Thisaertisaliving document and may be updated when ECRI Institute receives additional information. In circumstances in which we
determine that it is appropriate for customers to repeat their review of an issue (e.g., when additional affected product has been identified),
we will post a separate update alert. In other cases, we may add information, such as additional commentary, recommendations, and/or
source documents, to the original alert. For additional information regarding the format of this aert, refer to our HDA Format Guide .

Source(s):

e 2017 Aug 9. BfArM (Germany). 07626/17 Download
e 2017 Aug 9. BfArM (Germany). Reference No. UFSN-2017LLA (includes reply form) Download
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[High Priority ] - A29070 : Cook—Multi-Use Holmium Laser Fibers: Reprocessing Instructions May Be

Inadequate
Medical Device Ongoing Action

Published: Wednesday, August 9, 2017
Last Updated: Thursday, August 10, 2017

UMDNS Terms:
® | aser Delivery Systems, Fiberoptic [17807]

Product Identifier:
Multi-Use Holmium Laser Fibers [Consumable]

Catalog Nos.: Part Nos.:
HLF-M273-H30 G23668
HLF-M365-H30 G23667
HLF-M550-H30 G23666
HLF-M940-H30 G23665
HLF-M273-HSMA G25298
HLF-M365-HSMA G25299
HLF-M550-HSMA G25300
HLF-M940-HSMA G25301

All lot numbers

Geographic Regions: Argentina, Australia, Austria, Azerbaijan, Bahrain, Belgium, Bulgaria, Canada, Chile, China, Croatia, Cyprus, Czech
Republic, Denmark, Djibouti, Egypt, France, Germany, Greece, Honduras, Hong Kong, Hungary, India, Ireland, Italy, Latvia, Maaysia, Morocco, The
Netherlands, Poland, Portugal, Puerto Rico, Saudi Arabia, Serbia, Singapore, Slovenia, South Africa, Spain, Sri Lanka, Sweden, Taiwan, Thailand,
Tunisia, U.K., U.S. Uruguay

Manufacturer(s): Cook Medical 750 Daniels Way, PO Box 489, Bloomington, IN 47402-1608, United States
Suggested Distribution: Infection Control, OR/Surgery, Urology, Central Sterilization Reprocessing, Materials Management

Problem:

OInaduly 10, 2017, Second Notice Urgent Medical Device Correction letter submitted by an ECRI Institute member hospital, Cook states that the
reprocessing instructions for the above laser fibers may not provide sufficiently detailed information for cleaning, disinfection, and sterilization. Cook's
preliminary investigation indicates that validation datarelated to the reprocessing of these devices does not meet the current guidance. Cook also states
that it has received no reports of adverse reactions related to inadequate cleaning, disinfection, or sterilization of these devices; however, if the devices are
not adequately reprocessed, adverse events such as urological infections and systemic infections from a urological origin as well as events resulting from
chemical residual exposure may occur.

Action Needed:

Identifyand isolate any affected product in your inventory. If you have affectedproduct, verify that you have received either the May 9, 2017, Urgent
Medical Device Correction letter or the July 10, 2017, Second Notice Urgent Medical Device Correction letter and Acknowledgment and Recel pt
Form from Cook. Regardless of whether you have affected product, complete the Acknowledgment and Receipt Form and return it to Cook using the
information in the letter. Cook states that you may continue to use affected product using the Suggested Fiber Reprocessing I nstructions provided with
the letter . Report any adverse events related to the use of affected product to the Cook Medical customer relations department using the information
below. Inform all relevant personnel at your facility of the information in the letter, and forward a copy of the letter to any facility to which you have
further distributed affected product. U.S. customers should report adverse events or product quality problems relating to the use of affected product to
FDA’s MedWatch Adverse Event Reporting program by telephone at (800) 332-1088

by fax at (800) 332-0178

; by mail (using postage-paid FDA Form 3500, available here) at Food and Drug Administration, HF-2, 5600 Fishers Lane, Rockville, MD 20852-9787;
or online at the MedWatch website .

For Further Information:

Cook Medical customer relations department

Tel.: (800) 457-4500 or (812) 339-2235

, 7:30 am. to 5 p.m. Eastern time, Monday through Friday
E-mail: CustomerRelationsNA @cookmedical.com
Website: Click here

Comments:

e For asimilar aert regarding Cook Multi-Use Holmium Laser Fiber reprocessing, see Alert A28535 .

e [Thisdertisaliving document and may be updated when ECRI Institute receives additional information. In circumstances in which we
determine that it is appropriate for customers to repeat their review of an issue (e.g., when additional affected product has been identified),
we will post a separate update alert. In other cases, we may add information, such as additional commentary, recommendations, and/or
source documents, to the original alert. For additional information regarding the format of this aert, refer to our HDA Format Guide .

Source(s):
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e 2017 Aug 8. Member Hospital. Cook letter submitted by ECRI Institute member hospital (includes reply form) Download

e 2017 Aug 9. Manufacturer. Manufacturer confirmed information
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[High Priority ] - A29065 : Vygon—XRO Umbilical Catheters: Product Markings May Have Been

Printed Incorrectly
Medical Device Ongoing Action

Published: Thursday, August 10, 2017

UMDNS Terms:
® Catheters, Vascular, Umbilical [10759]

Product Identifier:
40 cm 3.5 Fr XRO Umbilical Catheters [Consumable]
Model No. 00027003 (FSY 013); Lot Nos.: 060117FR, 150217FR, 151216FR, 211216FR

Geographic Regions: U.K.
Manufacturer(s): Vygon UK LtdPierre Simonet Building V Park Gateway North, Swindon, SN25 4DL, England

Suggested Distribution: Nursery, Nursing, Obstetrics/Gynecology/L abor and Delivery, OR/Surgery, Pulmonology/Respiratory Therapy, NICU,
Materials Management

Problem:

OlInan August 2, 2017, Urgent Field Safety Corrective Action letter posted by the U.K. Medicines and Healthcare Products Regulatory Agency
(MHRA), Vygon states that the numbering on the above catheters may be have been printed incorrectly because of a manufacturing defect; the first
marking from the distal tip may be at 5.5 cm instead of 4 cm.

Action Needed:

Identify and isolate any affected product in your inventory. If you have affected product, verify that you have received the August 2, 2017, Urgent Field
Safety Corrective Action letter and Field Safety Corrective Action (FSCA) Fax Back Form from Vygon. Regardless of whether you have affected
product, complete the FSCA Fax Back Form and return it to Vygon using the information in the letter. Upon receipt of the completed form, aVygon
representative will contact your facility to arrange for product return and replacement. Notify all relevant personnel at your facility of the information in
the Urgent Field Safety Corrective Action letter, and forward a copy of the letter to any facility to which you have further distributed affected product.
For Further Information:

Vygon

Website: Click here

References:

e Great Britain. Medicines and Healthcare Products Regulatory Agency. Vygon: XRO UMBILICAL CATHETER 40CM 3.5FG [online].
London: Department of Health; 2017 Aug 7 [cited 2017 Aug 8]. (Field safety notice; reference no. 2017/008/002/601/002). Available from
Internet: Click here.
Comments:

e [Thisaertisaliving document and may be updated when ECRI Institute receives additional information. In circumstances in which we
determine that it is appropriate for customers to repeat their review of an issue (e.g., when additional affected product has been identified),
we will post a separate update alert. In other cases, we may add information, such as additional commentary, recommendations, and/or
source documents, to the original alert. For additional information regarding the format of this alert, refer to our HDA Format Guide .

Source(s):

e 2017 Aug 8. MHRA FSN. 2017/008/002/601/002 Download

e 2017 Aug 8. MHRA FSN. (includes reply form) Download

e 2017 Aug 10. Manufacturer. The manufacturer confirmed the information in the source material.
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[High Priority ] - A29054 : Teleflex—BD SafetyGlide Needles Contained in Arrow Arterial

Catheterization Kits: May Contain Loose Polypropylene Particulates
Medical Device Ongoing Action

Published: Friday, August 4, 2017
UMDNS Terms:

® Catheters, Vascular, Guiding [17846]
® Syringes, Plunger, Hypodermic, Protective [18070]

Product Identifier:
[BD SafetyGlide Needles contained in Arrow Arterial Catheterization Kits [Consumable]

Kit Product Nos.: Lot Nos.:

NA-04550-1A  23F16H0859

NA-04550-X1A  23F16J0547

Geographic Regions: O(Impact in additional regions has not been identified or ruled out at the time of this posting), U.S.

Manufacturer(s): Arrow International, a Teleflex Medical company3015 Carrington Mill Blvd, Morrisville, NC 27560, United States (arterial
catherization kit manufacturer)
BD1 Becton Dr, Franklin Lakes, NJ 07417-1884, United States (SafetyGlide needles manufacturer)

Suggested Distribution: Cardiology/Cardiac Catheterization Laboratory, Critical Care, Emergency/Outpatient Services, OR/Surgery, Materials
Management

Problem:

Olnaduly 27, 2017, Urgent Medical Device Recall letter submitted by an ECRI Institute member hospital, Teleflex states that the SafetyGlide needles
contained in the above kits may contain loose polypropylene particulates in the fluid path, which may be expelled from the needle during injection.
Teleflex also states that if the injection isintraarterial, downstream embolization and infarction may occur. The manufacturer has not confirmed the
information provided in the source material .

Action Needed:

Oldentify, isolate, and discontinue use of any affected product in your inventory. If you have affected product, verify that you have received the July 27,
2017, Urgent Medical Device Recall letter and Acknowledgment Form from Teleflex. Regardless of whether you have affected product, complete the
Acknowledgment Form, and return it to Teleflex using the information in the | etter. Upon receipt of the completed Acknowledgment Form, a Teleflex
customer service representative will contact your facility to provide a return goods authorization (RGA) number and instructions for product return.
Forward a copy of the Urgent Medical Device Recall |etter to any facility to which you have further distributed affected product.

For Further Information:

Teleflex customer service department

Tel.: (866) 246-6990

Comments:

e [Thisaertisaliving document and may be updated when ECRI Institute receives additional information. In circumstances in which we
determine that it is appropriate for customers to repesat their review of an issue (e.g., when additional affected product has been identified),
we will post a separate update aert. In other cases, we may add information, such as additional commentary, recommendations, and/or
source documents, to the original aert. For additional information regarding the format of this aert, refer to our HDA Format Guide .

Source(s):
e 2017 Aug 3. Member Hospital. Teleflex Reference No. EIF-000187 Download

©2017 ECRI Ingtitute
5200 Butler Pike, Plymouth Meeting, PA 19462-1298, USA
May be reproduced by subscribing institution for internal distribution only.



https://members2.ecri.orgwww.ecri.org/Components/AlertsTrackerHelp/Documents/HDA%20Format%20Guide_July%202011.pdf

https://members2.ecri.orgwww.ecri.org/Components/AlertsTrackerHelp/Documents/HDA%20Format%20Guide_July%202011.pdf

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/157633/20170727TeleflexArrowArterialCathKitswithBDSafetyGlideClient_Redacted.pdf



AFHajlan
(A29054) Teleflex-BD SafetyGlide Needles.pdf


www.ecri.org . Printed from Health Devices Alerts on Wednesday, August 16, 2017 Page 1

[High Priority ] - A29055 : Zimmer Biomet—Versys Beaded Hip Stems and Segmental Knee
Products: Sterility May Be Compromised

Medical Device Ongoing Action

Published: Monday, August 7, 2017
Last Updated: Monday, August 14, 2017

UMDNS Terms:

® Prostheses, Joint, Hip, Femoral Component [16095]
® Prostheses, Joint, Knee, Femoral Component [16097]

Product Identifier:

Versys Beaded Hip Stems and Segmental Knee Products:

Lots Expiring Before

Item Nos.: the following Dates:

6-Inch Versys Beaded FC 14 x 160 mm STD Body STD

00784301406 July 31, 2026

6-Thch Versys Beaded FC 15 x 160 mm STD Body STD

00784301506 June 30, 2026

6-Inch Versys Beaded FC 16 x 160 mm STD Body STD

00784301606 June 30, 2026

6-Inch Versys Beaded FC 17 x 160 mm LM Body XEXT

00784301746 July 31, 2026

6-TAch Versys Beaded FC 17 x 160 mm LM Body EXT

00784301756 July 31, 2025

6-Tnch Versys Beaded FC 17 x 160 mm STD Body STD

00784301706 June 30, 2026

6-Tnch Versys Beaded FC 18 x 160 mm LM Body XEXT

00784301846 July 31, 2026

6-TAch Versys Beaded FC 18 x 160 mm LM Body EXT

00784301856 June 30, 2026

6-Tnch Versys Beaded FC 18 X 160 mm STD Body EXT

00784301826 April 30, 2026

6-Tnch Versys Beaded FC 18 x 160 mm STD Body STD

00784301806 March 31, 2026

6-Tnch Versys Beaded FC 19 X 160 mm LM Body XEXT

00784301946 July 31, 2026

6-Inch Versys Beaded FC 19 x 160 mm LM Body EXT

00784301956 September 30, 2025

6-Tnch Versys Beaded FC 19 x 160 mm STD Body EXT

00784301926 November 30, 2025

6-Tnch Versys Beaded FC 19 x 160 mm STD Body STD

00784301906 May 31, 2025

6-Tnch Versys Beaded FC 20 x 160 mm LM Body XEXT

00784302046 July 31, 2026

6-Tnch Versys Beaded FC 20 X 160 mm LM Body EXT

00784302056 July 31, 2026

6-Tnch Versys Beaded FC 20 x 160 mm STD Body EXT

00784302026 July 31, 2026

6-Tnch Versys Beaded FC 20 X 160 mm STD Body STD

00784302006 November 30, 2025

6-Thch Versys Beaded FC 21 x 160 mm LM Body XEXT

00784302146 July 31, 2026

6-Inch Versys Beaded FC 21 x 160 mm LM Body EXT

00784302156 July 31, 2026

6-Tnch Versys Beaded FC 21 x 160 mm STD Body EXT

00784302126 July 31, 2026

6-Tnch Versys Beaded FC 21 x 160 mm STD Body STD

00784302106 June 30, 2025

6-Inch Versys Beaded FC 22 x 160 mm LM Body XEXT

00784302246 July 31, 2026

6-Inch Versys Beaded FC 22 x 160 mm LM Body EXT

00784302256 July 31, 2026

6-Tnch Versys Beaded FC 22 x 160 mm STD Body EXT

00784302226 September 30, 2025

6-Thch Versys Beaded FC 22 x 160 mm STD Body STD

00784302206 January 31, 2026

6-Inch Versys Beaded FC Stem 18 x 160 mm LM

00784301836 July 31, 2026

6-Inch Versys Beaded FC Stem 19 x 160 mm LM

00784301936 June 30, 2026

6-Inch Versys Beaded FC Stem 20 x 160 mm LM

00784302036 January 31, 2026

6-Inch Versys Beaded FC Stem 21 x 160 mm LM

00784302136 February 28, 2025

6-Inch Versys Beaded FC Stem 22 x 160 mm LM

00784302236 July 31, 2026

Size B-LT Segmental Distal Femur

00585001201 July 31, 2026

Size B-RT Segmental Distal Femur

00585001202 July 31, 2026

Size C-LT Segmental Distal Femur

00585001301 August 31, 2026

Size C-RT Segmental Distal Femur

00585001302 July 31, 2026

[Consumable]

Units distributed between December 2002 and February 2017

Geographic Regions: Worldwide

Manufacturer(s): Zimmer Biomet345 E Main St, Warsaw, IN 46580, United States

Suggested Distribution: Infection Control, OR/Surgery, Orthopedics, Materials Management

Problem:

OInan August 1, 2017, Urgent Medical Device Recall Removal letter submitted by an ECRI Institute member hospital, Zimmer Biomet states that the
above products were packaged in a configuration that was not tested for products weighing over 487 grams, potentially compromising product sterility
and causing adelay in surgery or infection. Zimmer Biomet a so states that this problem affects only products packaged in the previous configuration;
products packaged in the current configuration are not affected by this problem.

Action Needed:
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Oldentify and isolate any affected product in your inventory. If you have affected product, verify that you have received the August 1, 2017, Urgent
Medica Device Recall Removal letter and Certificate of Acknowledgment form from Zimmer Biomet. Complete the Certificate of Acknowledgment
form, and return it to Zimmer Biomet using the instructions on the form. Y our Zimmer Biomet sales representative will remove affected product from
your facility. Zimmer Biomet states that no specific patient monitoring instructions are recommended beyond the surgeon's existing follow-up schedule.
Report any adverse events associated with the use of affected product to Zimmer Biomet by e-mail at zimmer.per@zimmerbiomet.com . U.S. customers
should also report adverse events or product quality problems relating to the use of affected product to FDA’s MedWatch Adverse Event Reporting
program by telephone at (800) 332-1088; by fax at (800) 332-0178; by mail (using postage-paid FDA Form 3500, available here) at Food and Drug
Administration, HF-2, 5600 Fishers Lane, Rockville, MD 20852-9787; or online at the MedWatch website .

For Further Information:

Zimmer Biomet 411 call center

Tel.: (574) 371-3071, 8 am. to 5 p.m. Eastern time, Monday through Friday

E-mall: corporatequality.postmarket@zimmerbiomet.com
Website: Click here

Comments:

e [Thisalertisaliving document and may be updated when ECRI Institute receives additional information. In circumstances in which we
determine that it is appropriate for customers to repeat their review of an issue (e.g., when additional affected product has been identified),
we will post a separate update alert. In other cases, we may add information, such as additional commentary, recommendations, and/or
source documents, to the original alert. For additional information regarding the format of this alert, refer to our HDA Format Guide .

Source(s):

e 2017 Aug 4. Member Hospital. ZFA No. 2017-300 (includes reply form) Download

e 2017 Aug 7. Manufacturer. The manufacturer confirmed the information provided in the source material.

e 2017 Aug 14. BfArM (Germany). 08005/17 Download

e 2017 Aug 14. BfArM (Germany). ZFA No. 2017-300 (includes reply form) Download
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https://www.fda.gov/Safety/MedWatch/HowToReport/DownloadForms/default.htm

https://www.fda.gov/Safety/MedWatch/default.htm

https://www.fda.gov/Safety/MedWatch/default.htm

mailto:corporatequality.postmarket@zimmerbiomet.com

http://www.zimmerbiomet.com/corporate/about-zimmer-biomet/contacts-and-locations.html

www.ecri.org/Components/AlertsTrackerHelp/Documents/HDA%20Format%20Guide_July%202011.pdf

www.ecri.org/Components/AlertsTrackerHelp/Documents/HDA%20Format%20Guide_July%202011.pdf

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/158277/20170801ZimmerBiometVersysHipStemandSegmentalKneeClient.pdf

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/158279/20170811ZimmerBiometVersysBeededHipStemsSegmentalKneeProductsBfArMCover.pdf

http://www.ecri.org/sites/alertscontent/Lists/SourceDocuments/Attachments/158280/20170809ZimmerBiometVersysBeededHipStemsSegmentalKneeProductsBfArM.pdf
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* The sign (#) on the left side of the FSN's indicates that the source of this FSN is ECRI
* Dndicates that medical devices subject to removal and/ or destroyed action.

* SBED Team Recommend ensuring The listed Distributors in this report as they may
differ from the distributors you are dealing with

SBED is devoted to receive the adverse event report and feedback information about
any medical devices malfunction from hospitals and healthcare facilities all around KSA,
studying them and collaborative working with manufacturers, authorized
representatives and distributors to take the right action and assuring the proper safe
performance.

To see recent recalls kindly visit the following link:

http://ncmdr.sfda.gov.sa/Secure/CA/CaCompositelListing.aspx

In case you find an effected medical devices by any of the published FSN/Recalls, we
urges you to contact the local representative and the National Center for Medical
Device Reporting in order to ensure corrective or planed action been implemented.


http://ncmdr.sfda.gov.sa/Secure/CA/CaCompositeListing.aspx

